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Manufacturer profile

Fuzhou Chunlan Medical Devices Co., Ltd.

In 2007, our company be recruited from Nantong, Jiangsu, to build a factory for production. In 2009, Yongtai
Branch of Fuzhou Chunlan Medical Instrument Co., Ltd. was established as the production location. The main
production and operation was of multi-cavity catheter, 6866 medical consumables. The company has been working in
the medical device industry for more than ten years. Factory facilities are complete. There are Class 100,000
purification workshops, Class 10,000 first class clean testing rooms, medical purified water, ethylene oxide sterilization,
and product testing, etc. During this epidemic, Chun Lan, with the strong support of the government, was converted
into a mask manufacturer and was one of the first companies to obtain a temporary registration number for Fujian

Machinery. Let’s not forget the original goal, keep in mind the mission, and move on.
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Quality control

Procurement, production, inspection, sales

The device is manufactured in compliance
with ISO13485: Medical Devices — Quality

Management Systems — Requirements for

an equivalent quality system and the

manufacturer has documentation of such.
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Surgical N95 respirator(EUA)

Model NO.CL-P1

[Primary Structure]

This product consists of a respirator body, a nose clip,a sponge nose
strip and two elastic earloop;the respirator body is made of four-layer
cloth--PP non-woven fabrics,Melt blown non-woven fabrics etc.

[Use Range]

Effectively filter air non-oily and oily particles. It can filter PM2.5 and is
suitable for resisting oily particles in automobile exhaust.During the
COVID19,that FDA has authorized that health care professionals the

emergency use of the device in the hospital.
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Protective Respirator
For HCP
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Europe

FFP2

EN149: 2001+A1: 2009

NB2163

Folding Respirator

USA
FDA EUA
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EN149: 2001+A1: 2009
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Fluid resistance testing(GB
19083-2010)

GB2626-2006
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130 mm

FFP2

[Product Name] Filtering half mask
[Standard] EN149: 2001+A1: 2009
[Model No. ] CL-P1
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Disaposal flat mask

o000
Disposable medical Disposable daily Disposable
mask protective mask children
<Color> Blue-white <Color> Blue-white <Color> different
<Quantity> 50 pcs <Quantity> 50 pcs <Quantity> 50 pcs
<Standar> YY/T 0969-2013 <Standar> GB/T 32610-2016

<Standar> GB/T 38880-2020
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N95 FDAEUA

U.S, FOOD & DRUG

ADMINISTRATION

4

luly 21, 220

Fuzhou Chunlon Medical Equpment Co., Led
S#08-55, Fusheng Buldng. No. 3 Fusing Averue,
Gushan Tows, lin‘an District, Fuzhom City,
Fujan, Chia 350700

EUA201972
Re-  FFRs Made in Chira
Dear Chen Xiohe:

This 10186 1§ in (95p00s0 10 your ricuest thid the Food and Drug Administratin [FOA) add your spiator model CL-
Pl an WM v tothe Rency Use (ELA] for noa-KIOSH-appeowed filtering

in China’, mnmsmmnrmmmrm 564 of the Federal
Food, Drug. and Cosmetic Act [the Act) (21 U.S.C. §360bbb 3] on June 6, 2020. We have reviewsd your request 1o be
added to Appendix A of this EUA and detenmined that mode! Inchuded meets the ol igitiity criterts in the June &,
2020 EUA for non-NIOSH approved respirators made in Ching, As such, your respirator(s| & hereby added to

Aasan

Having conchuded that the eSgibiity critaria ame met, | am adding your spratans 10 Appendic A, i described o the
Scope of Authoration [Secton ). As such, these respiator modeds are for wia by

n Settings In wih CDC and subject to the Conditions of Authorzation
{Section W) of the attached letter. We remind you that, among other things, you are required 1o meet the following
Lbeling requirements:

Mangtscturnny

A i of i i reguined 10 pubiish the intesded uve dnd cthar
nstructions {sach 35 11t testieg, e1c.| 3bout all authorzed models that are imgorted and autharzed
wnder this EUA on their wesite in English. Additionally, manufacturers mwest notify FDA by emalling
FDA at {RAK oo DignoetcE LA Tempiates@ dahihs goy of the website dddress (URL) that meets
thes condtion. The subject line of this emai shoud read “URL for FFR Made in China.* FOA will make
this Mnmm&ewmwhkmlslmmenwmm

mgmﬂmmmmmm Mmhttwm m-nl ooty 'M of any changes %o
this page.

8. W addition 10 the atove labeing of aut are
addrionally required to inchude 3 lester, in English, that can be distributed to each end uses faciity
{eg, each hospral, etc. ) that receives the authorized respirator model, This letter must ndlude the

The ELIA Letter f Authoricagon is avoflable ot btz //waew A% grv/media/ 364/ Oomricod.

U5 Food 8 Dug Asrminerasen
10933 New Hamgahas Avenus
S Speing, ND 20600

wwe 13 07¢

U.S. FOOD & DRUG

ADMANISTRATION

S e modd, ntanded use, a o's webpags (i

Addtionally, please be advised that f your firm does not have the appropriate fubd resistance testing, the
respirator should not be labeled as “surgical

Import nformation can be found on the nfgemation for 31 e
lmwwmm ervﬂuﬂhv maml\ ﬂue mm-n h)l MGMu
1 IMPORT) fdahhs

Sncerely,
Suzanne B. 2 nedbysunne

Schwartz -S Duote 202007.21 110547
S ALALLLE Sl S

Suzanne Schwartz, MD, MBA

Deputy Director (& Acting Office Director}

Office of Strategic Partnerships & Technalegy Inngration
Center for Devices and Radiclogical Health
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CE testing report
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KN95 CNAS testing report
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Viedical device registration cerfificate &
Viedical device production license
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Disposable medical mask
testing report
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Disposable flat daily protective mask testing
report




FDA registration
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Import And Export Whitelist
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